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Mineral Leasing Act of 1920 (30 U.S.C. 185) 
and/or provisions of the Export Administra
tion Amendments of 1977 (Pub. L. 95-52; 
June 22,1977), which prohibit certain petro
leum exports unless established require
ments are met.

Finally, although not raised by Tesoro, it 
should be noted that the entitlement reduc
tion provisions of $211.07(0X4), as they 
apply to the supply of residual fuel oil into 
the East Coast market, would require 
Tesoro to report the exchange volumes 
landed in the East Coast market as “produc
tion * • • for sale” into that marketing area. 
In addition, the provisions of § 211.67(aX3) 
would be inapplicable to the volumes of re
sidual fuel oil landed by Tesoro into the 
East Coast market pursuant to the ex
change arrangement outlined herein above.

Appendix  n

DEPARTMENT OP ENERGY 

OFFICE or GENERAL COUNSEL
To the Assistant General Counsel for 

Interpretations and Rulings
Pursuant to tile authority vested in me as 

the General Counsel of the Department of 
Energy (“DOE”), there is hereby delegated 
to the Assistant General Counsel for Inter
pretations and Rulings the authority to 
issue Interpretations of all DOE regula
tions, except those regulations relating to 
functions solely within the jurisdiction of 
the Federal Energy Regulatory Commission 
and except as such authority is delegated to 
other Assistant General Counsels, and to 
sign any documents relating to such Inter
pretations submitted to the F ederal R egis
ter for publication.

The authority delegated herein shall not 
be further delegated, in whole or in part.

In exercising the authority delegated by 
this Order, the delegate shall be governed 
by the rules and regulations of DOE and 
the policies and procedures prescribed by 
the Secretary or his delegate(s).

All actions pursuant to any authority del
egated prior to this Order or pursuant to 
any authority delegated by this Order taken 
prior to and in effect on the date of this 
Order are hereby confirmed and ratified, 
and shall remain in full force and effect as 
if taken under this Order, unless or until re
scinded, amended or superseded.

This Order is effective April 6, 1978.
Eric J . P ygi, 

Acting General Counsel
[FR Doc. 78-9948 Filed 4-13-78; 8:45 ami

[6705-01]
Title 12— Bonks and Bonking

CHAPTER V I— FARM CREDIT 
ADMINISTRATION

PART 612— PERSONNEL 
ADMINISTRATION

General Rules For Banks and 
Associations

AGENCY: Farm Credit Administra
tion.
ACTION: Final rule.

SUMMARY; The Farm Credit Admin
istration, by its Federal Farm Credit 
Board, took final action to update its 
General Rules for the banks and asso
ciations of the Farm Credit System. 
These amendments are being made to
(1) eliminate language that is no 
longer applicable; and (2) reflect the 
name change of the Office of Credit 
and Operations to the Office of Super
vision, which occurred as a result of a 
reorganization of that office. These 
amendments will have no impact on 
the Farm Credit System;
EFFECTIVE DATE: April 4, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Jon F. Greeneisen, Deputy Gover
nor, Office of Administration, Farm
Credit Administration, 490 L’Enfant
Plaza SW„ Washington, D.C. 20578,
202-755-2181.

SUPPLEMENTARY INFORMATION: 
Since these amendments are editorial 
changes of a technical nature, it is 
found that notice of proposed rule- 
making is unnecessary to the public 
interest.

Chapter VI of Title 12 of the Code 
of Federal Regulations is amended by 
revising §§612.2071(0, 612.2170 (c)(2) 
and (c)(4) and 612.2270 as follows:
§612.2071 Nondiscrimination in employ

ment.

* * * * *
(c) Each Farm Credit institution 

which has 15 or more employees shall 
post and keep posted in conspicuous 
places upon its premises where notices 
to employees, applicants for employ
ment, and members customarily are 
posted a notice to be prepared or ap
proved by the Equal Employment Op
portunity Commission setting forth 
excerpts from or summaries of perti
nent provisions of the Civil Rights Act 
of 1964 and information pertinent to 
filing a complaint.
§ 612.2170 Prohibited acts procedures.

•  *  *  *  •

(c) An officer of the bank is desig
nated.

( 1 ) * * *
(2) To report promptly in writing to 

the Deputy Governor, Office of Super
vision, cases arising under paragraphs
(a) through (g) thereof;

(3) * * *
(4) To submit a semiannual report in 

writing of such actions to the Deputy 
Governor, Office of Supervision.
§ 612.2270 Other reports to the Farm 

Credit Administration.
A report of any violation or possible 

violation of a regulation in this Sub
part B shall be included in the loan 
transaction submission of any loan re

quiring the prior approval, advice; or I  
counsel of the Deputy Governor, I  
Office of Supervision. Such report I  
shall be made even though the report I  
required by § 612.2170 is filed. The I  
bank shall assure that all directors, of-1 
fleers and employees shall be advised I  
of the circumstances requiring reports I  
under this section.
(Secs. 5.9, 5.12, 5.18, 85 Stat. 619, 620, 621.) I

Donald E. W ilkinson, 
Governor,

Farm Credit Administration.
[FR Doc. 78-9957 Filed 4-13-78; 8:45 ami

[7535-01]
CHAPTER V II— NATIONAL CREDIT 

UNION ADMINISTRATION

PART 701— ORGANIZATION AND I  
OPERATION OF FEDERAL CREDIT I  
UNIONS

PART 703— INVESTMENTS AND 
DEPOSITS

Loans and Lines of Credit to Other I
Credit Unions and Nonmember I  
Credit Unions

AGENCY: National Credit Union Ad- I  
ministration.
ACTION: Final rule.
SUMMARY: These rules implement I  
the provisions of the April 19, 1977,1 
amendments to the Federal Credit I  
Union Act (the Act) authorizing Fed-1 
eral credit unions to invest in loans I  
and lines of credit to nonmember I  
credit unions. These rules also update I  
existing rules for investing in loans to I  
other credit unions.
DATES: These regulations are to be |  
effective May 1,1978.
ADDRESSES: National Credit Union 
Administration, 2025 M Street NW, 
Washington, D.C. 20456.
FOR FURTHER INFORMATION 
CONTACT:

Joseph Bellenghi, Assistant Adminis
trator for Examination and Insur- ■ 
ance, at the above address. Tele
phone: 202-254-8760.

SUPPLEMENTARY INFORMATION: 
The amendments (Pub. L  95-22, 91 
Stat. 49) to the Act required changes 
in the regulation which governs loans 
to other credit unions. That regulation 
is amended to set out the conditions 
upon which Federal credit unions may 
establish lines of credit for other 
credit unions. If a line of credit is es
tablished then the investing Federal 
credit union must obtain certain finan
cial information from the borrowing 
credit union annually. This require
ment is similar to the requirement ixn-1
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I  posed by § 701.9 of the National Credit 
I  Union Administration Rules and Reg- 
I  ulations on Federal credit unions that 
I  invest their funds in loans to other 
I  credit unions.

The legislative history of the April 
I  19,1977, amendments does not contain 
|  any specific directions for the Admin- 
I  istration to follow in setting maturity 
I  limits on loans or lines of credit ex- 
I  tended to other credit unions. A 
I  review of the current practices of state 
I credit unions revealed that in many 
I  cases loans between credit unions are 
I  for periods shorter than one year. A 
I  one year maturity is also consistentI 1̂1 with the lending practices of other fi- 
1 nancial institutions and with sound 

business policy. For these reasons the 
[ Administration has decided to retain 
I the present one year maturity limita- 
[ tion on loans to other credit unions 

and to apply the same limitation to 
| lines of credit.

The regulation has been renumbered 
[ and moved to the part of the National 

Credit Union Administration Rules 
and Regulations governing invest- 
ments and deposits, Part 703, because 

[ Section 107(7) of the Federal Credit 
[ Union Act describes the power to 

make loans to and establish lines of 
credit with other credit unions as an 
investment power.

Credit unions should note that the 
regulation only governs loans or lines 

I of credit to “nonmember” credit 
unions. It, therefore, does not apply to 

i loans or lines of credit granted by Cen
tral or Corporate Central Federal 
Credit Unions to their credit union 
members.

Federal credit unions should also 
I  note that the one percent per month 

ceiling imposed on loans by Section 
[ 107(5)(A)(vi) of the Federal Credit 
I Union Act applies only to members, 
r Therefore, Federal credit unions that 

elect to make loans or to extend lines 
[ of credit to nonmember credit unions 
[ will be subject to interest limitations, 

if any, set by applicable State law.
The notice and public participation 

requirements of 5 U.S.C. 553 were not 
followed in connection with this revi- 

| sion of § 701.9, redesignated as § 703.2.
These procedures were found to be un- 

| necessary because the revision merely 
I conforms § 703.2 to the recent amend

ment of Section 107 of the Federal 
Credit Union Act and because the ex- 

[ isting requirements of § 701.9 are 
I  merely restated.

Lawrence Connell,

J Administrator.
March 29,1978.

[ Authority: Sec. .120, 73 Stat. 635 (12 
[ U.S.C. 1766) and Sec. 209, 84 Stat. 1104 (12 
| U.S.C. 1789).
[ Accordingly, 12 CFR Part 701 and 12 
j CFR Part 703 are amended as follows:

§701.9 [Deleted]
(1) Delete § 701.9.

(2) Add new §703.2 to read as fol
lows:
§ 703.2 Investment in loans to nonmember 

credit unions.
(a) A Federal credit union may 

invest in loans to other nonmember 
credit unions including loans extended 
under a line of credit agreement, pro
vided:

(1) The aggregate amount of all 
loans and credit limits established to 
nonmember credit unions does not 
exceed 25 per centum of the investing 
Federal credit union’s paid-in and un
impaired capital and surplus;

(2) The maximum amount of a line 
of credit shall be stated in the line of 
credit agreement between the invest
ing and borrowing credit unions;

(3) The terms and maturities of out
standing loans and the schedule of 
payments of principal balances out
standing under a line of credit do not 
exceed one year; and

(4) The investment is approved by 
the board of directors, or its autho
rized executive or investment commit
tee.

(b) Prior to making a loan or extend
ing a line of qredit, and annually in 
the case of an established line of 
credit, the investing Federal credit 
union shall obtain and retain on file 
the following documents from the bor
rowing credit union:

(1) A current financial and statistical 
report;

(2) A certified copy of the resolution 
of the board of directors or executive 
committee authorizing such borrow
ing; and

(3) A written statement from the 
secretary of the borrowing credit 
union that the persons negotiating the 
loan or line of credit and executing 
the note or agreement are officers of 
the credit union and are authorized to 
act on its behalf and that the amount 
of loan or line of credit does not 
exceed the maximum borrowing au
thority of the borrowing credit union.

[FR Doc. 78-10011 Filed 4-13-78; 8:45 am]

[7510-01]
Title 14— Aeronautics and Space

CHAPTER V— NATIONAL AERONAU
TICS AND SPACE ADMINISTRA
TION

PART 1221— THE NASA SEAL AND  
OTHER DEVICES, AND THE CON
GRESSIONAL SPACE MEDAL OF 
HONOR

Subpart 1221.2— The Congressional 
Space Medal of Honor

AGENCY: National Aeronautics and 
Space Administration.

ACTION: Final rule.
SUMMARY: This document amends 
the NASA regulations to provide for 
the Congressional Space Medal of 
Honor. The regulations prescribe pro
cedures for the nomination of an as
tronaut by the Administrator of the 
National Aeronautics and Space Ad
ministration (NASA) to receive the 
Medal.
EFFECTIVE DATE: April 14, 1978.
ADDRESS: Administrator, National 
Aeronautics and Space Administra
tion, Washington, D.C. 20546.
FOR FURTHER INFORMATION 
CONTACT:

Susan McGuire Smith, Office of
General Counsel, National Aeronau
tics and Space Administration,
Washington, D.C. 20546, 202-755-
3924.

SUPPLEMENTARY INFORMATION: 
On March 1, 1978, notice was pub
lished in the F ederal R egister (43 FR 
8267) inviting public comments not 
later than April 1, 1978, on the pro
posed amendment to Part 1221 to add 
a Subpart 2 on “The Congressional 
Space Medal of Honor.” The regula
tions were proposed in recognition of 
Pub. L. 91-96 which authorizes the 
President to .award in the name of 
Congress “a medal of appropriate 
design, which shall be known as the 
Congressional Space Medal of Honor, 
to any astronaut who in the perfor
mance of his duties has distinguished 
himself by exceptionally meritorious 
efforts and contributions to the wel
fare of the Nation and of mankind.” 
The new Subpart 2 of Part 1221 was 
proposed to establish procedures for 
the nomination of an astronaut by the 
Administrator of NASA to receive this 
Medal.

Comments were received from four 
persons. Some objected to the criteria 
for award of the Medal, stating their 
belief that these criteria were substan
tially the same as those for award of 
the Bronze Star, and therefore the 
effect is to derogate the Congressional 
Medal of Honor, after which the Con
gressional Space Medal of Honor ap
parently was named.

Each of these individuals was pro
vided a copy of the public law that es
tablishes the criteria for award of the 
Medal. Since these criteria were estab
lished by Congress, NASA believes it 
would be inappropriate to set different 
criteria in its regulations.

NASA does regard this Medal as the 
highest civilian award that can be 
made to an astronaut and intends to 
nominate individuals sparingly.

One individual suggested that the 
Medal be given a different name. 
Again, because its name was estab
lished by Congress, NASA believes it 
would be inappropriate to change the 
name by regulation.
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After consideration of these com
ments, the amendment to Part 1221 is 
adopted without change, as set forth 
below:

1. 14 CFR Part 1221 is amended by:
(a) Revising the Part heading as set 

forth above.
(b) Redesignating §§ 1221.100 

through 1221.117 as Subpart 1221.1 
with the following Subpart heading:

Subpart 1221.1—  NASA Official Seal, 
Insignia, Logotype, Official Pro
gram and Astronaut Badges, and 
Flags

(c) Adding a new Subpart 1221.2 
reading as follows:

Subpart 1221.2— The Congressional Space 
Medal of Honor

Sec.
1221.200 Scope.
1221.201 Basis for award of the medal.
1221.202 Description of the medal.
1221.203 Nominations.
1221.204 Proceedings of the NASA Incen

tive Awards Board.
Authority: Pub. L. 91-76, September 29, 

1969.
Subpart 1221.2— The Congressional 

Space Medal of Honor

§ 1221.200 Scope.
This Subpart establishes procedures 

for nominating an astronaut for the 
Congressional Space Medal of Honor.
§ 1221.201 Basis for award of the medal.

(a) The standard of award for the 
Congressional Space Medal of Honor 
is established by Pub. L. 91-76 (42 
U.S.C. 2461) which provides that the 
President may award the Medal to any 
“astronaut who in the performance of 
his duties has distinguished himself by 
exceptionally meritorious efforts and 
contributions to the welfare of the 
Nation and of mankind.”

(b) Only one Congressional Space 
Medal of Honor may be awarded to a 
person. However, for each succeeding 
act that would otherwise justify the 
award of the Medal, the President 
may award a suitable bar or other 
device.

(c) The Medal may be awarded to 
any person who is or has been desig
nated to travel in space and who has 
distinguished himself or herself while 
undertaking duties in preparation for, 
execution of, or subsequent to, but in 
connection with, a space flight.

(d) The Medal may be awarded for 
actions occurring before the effective 
date of this Subpart 1221.2, and, when 
appropriate, posthumously.
§ 1221.202 Description of the medal.

The description of the Congressional 
Space Medal of Honor, which was de
signed by the Institute of Heraldry, 
U.S. Army, is set forth in Appendix A

to this Subpart. Each person awarded 
the Medal also shall receive a citation 
describing the basis for the award.
§ 1221.203 Nominations.

(a) Formal nominations for award of 
the Congressional Space Medal of 
Honor on behalf of NASA will be 
made by the Administrator to the 
President.

(b) Any person may recommend to 
the Administrator that an astronaut 
be nominated for award of the Medal. 
Such a recommendation must be in 
writing, and must describe in concise 
detail the events believed to warrant 
award of the Medal. The recommenda
tion should, if appropriate, be accom
panied by supporting documentation, 
such as eyewitness statements, ex
tracts from official records, sketches, 
photographs, etc.

(c) All recommendations for nomina
tions submitted to the Administrator 
or made on his own initiative will be 
referred to the NASA Incentive 
Awards Board for the purpose of in
vestigating and making findings of 
fact and giving advice to the Adminis
trator.

(d) Any recommendation involving 
an astronaut who is a member of the 
armed services on active duty or who 
is employed by another agency of the 
Federal Government but temporarily 
assigned or detailed to NASA shall 
also be transmitted to the Secretary of 
Defense or the head of the employing 
agency, as appropriate, for his or her 
recommendation.

(e) The Administrator will forward 
to the President his recommendation, 
and that of the astronaut’s employing 
agency, as appropriate.
§ 1221.204 Proceedings of the NASA In

centive Awards Board.
The NASA Incentive Awards Board 

shall thoroughly consider the facts 
giving rise to a recommendation for 
nomination and shall prepare a report 
for the Administrator. The Board 
should, to the extent practicable, co
ordinate its efforts with those of the 
astronaut’s employing agency, as ap
propriate. Its final report must take 
into account any pertinent informa
tion submitted by the employing 
agency.

2. In Title 14, CFR, Chapter 5, the 
table of contents is revised to change 
the title of Part 1221 to read as fol
lows: ..

The NASA Seal and other Devices,
and the Congressional Space
Medal of Honor

App e n d ix  A —C ongressional  S pace M edal 

O bverse 

d esc r iptio n

A circular green enamel wreath of laurel 
surmounted by a five-pointed gold star

(with vertical point downward) and issuing 
from between each point a gold flame, the 
star surmounted by a light blue enamel 
cloud bank with five lobes edged in gold 
bearing a five-pointed dark blue enamel star 
fimbriated gold and charged in center with 
a diamond; standing upon the wreath at top 
center a gold eagle with wings displayed.

SYMBOLISM
The laurel wreath, a symbol of great 

achievement, with the overlapping star 
points, simulates space vehicles moving to 
greater accomplishments through space. 
The flames signify the dynamic energy of 
the rocket era and the imagination of the 
men in the space program of the United 
States. The stylized glory cloud alludes to 
the glory in the coat of arms of the United 
States and to the high esteem of the award. 
The dark blue voided star symbolizes the 
vast mysteries of outer space while the bril
liancy of the feat is represented by a dia
mond. The eagle with wings raised in the 
spirit of peace represents man’s first landing 
on another planet.

R everse

d esc r iptio n

The reverse bears in center the inscription 
"CONGRESSIONAL” arranged in a semi
circle above the inscription “SPACE 
MEDAL PRESENTED TO”; in base is space 
for the name of the recipient and the date 
ali within an outer circle of fifty stars.

S u spe n sio n  R ibbon  

d esc r iptio n

A ribbon 1% inches in width consisting of 
the following vertical stripes: gold Vis inch, 
dark blue V* inch, light blue %2 inch, white 
Vie inch, red Vie inch, white Vie inch, light 
blue % 2 inch, dark blue V* inch, gold Vie 
inch.

Cable N o s . o f  C olors

G old ................ ......... 65021 (old gold).
Dark b lue.......... . 70076 (independence blue).
Blue...................   65014 (light blue).
R ed...........................  65006 (scarlet).
W hite___________  65005.

SYMBOLISM
The scarlet center line on the white band 

symbolizes the courage of the astronauts in 
the nation’s manned space program and the 
fire power of rockets that carry the crew 
through the earth’s atmosphere (light 
blue); the light blue is the same color as the 
chief of the shield of the coat of arms of the 
United States which appears on the Presi
dent’s flag. The dark blue symbolizes the 
hostile environment of space, the gold edge 
representing success and accomplishment. 
Red, white and blue are also the national 
colors of the United States.

M in ia t u r e

d esc r iptio n

A one-half size replica of the medal and 
supension ribbon approximately 2Vie inches 
in overall length.

L apel E mblem  

d esc r iptio n

A miniature of the obvferse pf the medal, 
9/i« inch in diameter, all gold with a diamond 
in center.
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One-half inch in diameter in the colors of 
the ribbon.

R obert A. Frosch, 
Administrator. 

[FR Doc. 78-9938 Filed 4-13-78; 8:45 am]

[4110-03]
Title 21— Food and Drugs

CHAPTER I— FOOD AND DRUG AD
MINISTRATION, DEPARTMENT OF 
HEALTH, EDUCATION, AND WEL
FARE

SUBCHAPTER E— ANIM AL DRUGS, FEEDS, AND  
RELATED PRODUCTS

PART 520— ORAL DOSAGE FORM 
NEW ANIMAL DRUGS NOT SUB
JECT TO CERTIFICATION

Mibolerone
AGENCY: Food and Drug Administra
tion.
ACTION: Final rule.
SUMMARY: This amendment to the 
regulations reflects approval of a new 
animal drug application (NADA) filed 
by The Upjohn Co. providing for use 
of mibolerone drops, administered 
orally or in a small amount of food, 
for the prevention of estrus in adult 
female dogs not used primarily for 
breeding.
EFFECTIVE DATE: April 14, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Henry C. Hewitt, Bureau of Veteri
nary Medicine (HFV-112), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 
5600 Fishers Bane, Rockville, Md. 
20857, 301-443-3430.

SUPPLEMENTARY INFORMATION: 
The Upjohn Co., Kalamazoo, Mich. 
49001 filed an NADA (102-709V) pro
viding for the use of mibolerone drops 
orally or in the feed of adult female 
dogs for the prevention of estrus.

In accordance with the freedom of 
information regulations and 
§ 514.11(e)(2)(ii) (21 CFR
514.11(e)(2)(ii)) of the animal drug 
regulations, a summary of safety and 
effectiveness data and information 
submitted to support approval of this 
application is released publicly. Thé 
summary is available for public exami
nation at the office of the Hearing 
Clerk (HFC-20), Rm. 4-65, Food and 
Drug Administration, 5600 Fishers 
Lane, Rockville, Md. 20857, from 9
a.m. \o 4 p.m., Monday through 
Friday.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512(i), 82

Stat. 347 (21 U.S.C. 360b(i))> and 
under authority delegated to the Com
missioner of Food and Drugs (21 CFR 
5.1), Part 520 is amended by adding a 
new § 520.1430 to read as follows:
§ 520.1430 Mibolerone.

(a) Specifications. Each milliliter 
contains 100 micrograms of miboler
one.

(b) Sponsor. See No. 000009 in 
§ 510.600(c) of this chapter.

(c) Conditions of use—( 1) Amount 
30 micrograms for animals weighing 1 
to 25 pounds: 60 micrograms for ani
mals weighing 26 to 50 pounds; 120 mi
crograms for animals weighing 51 to 
100 pounds; 180 micrograms for ani
mals weighing over 100 pounds, 
German Shepherds, or German Shep
herd mix.

(2) Indications for use. For the pre
vention of estrus (heat) in adult 
female dogs not intended primarily for 
breeding purposes.

(3) Limitations. Administer daily, 
orally or in a small amount of food, at 
least 30 days before expected initi
ation of heat, and continue daily as 
long as desired, but not for more than 
24 months. Mibolerone should not be 
used in bitches before the first estrous 
period. It is not intended for animals 
being used primarily for breeding pur
poses. Use orally in adult female dogs 
only. Federal law restricts this drug to 
use by or on the order of ~ar licensed 
veterinarian.

Effective date. April 14,1978.
(Sec. 512(i), 82 Stat. 347 (21 U.S.C. 360b(i)).)

Dated: April 7,1978.
C. D. Van Houweling, 

Director, Bureau of 
Veterinary Medicine.

[FR Doc. 78-9936 Filed 4-13-78; 8:45 am]

[4110-03]

PART 522— IMPLANTATION OR IN
JECTABLE DOSAGE FORM NEW 
ANIMAL DRUGS NOT SUBJECT TO 
CERTIFICATION

Butamisole Hydrochloride
AGENCY: Food and Drug Administra
tion.
ACTION: Final rule.
SUMMARY: The animal drug regula
tions are amended to reflect approval 
of a new animal drug application 
(NADA) filed by American Cyanamid 
Co. providing for the use of butamis
ole hydrochloride for treatment of 
whipworms and hookworms in dogs.
EFFECTIVE DATE: April 14, 1978.
FOR FURTHER INFORMATION 
CONTACT:

Henry C. Hewitt, Bureau of Veteri-

nary Medicine (HFV-112), Food and
Drug Administration, Department of
Health, Education, and Welfare,
5600 Fishers Lane, Rockville, Md.
20857, 301-443-3430.

SUPPLEMENTARY INFORMATION: 
American Cyanamid Co., P.O. Box 400, 
Princeton, N.J. 08540, filed NADA 104- 
184V providing for use of butamisole 
hydrochloride injectable as an anthel
mintic in dogs for treating whipworm 
and hookworm infections.

In accordance with the freedom of 
information regulations and 
§514.11(e)(2)(ii) (21 CFR
514.11(e)(2)(ii)) of the animal drug 
regulations, a summary of safety and 
effectiveness data and information 
submitted to support approval of this 
application is released publicly. The 
summary is available for public exami
nation at the office of the Hearing 
Clerk (HFC-20), Food and Drug Ad
ministration, Room 4-65, 5600 Fishers 
Lane, Rdckville, Md. 20857, from 9
a.m. to 4 p.m., Monday through 
Friday.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512(i), 82 
Stat. 347 (21 U.S.C. 360b(i))) and 
under authority delegated to the Com
missioner of Food and Drugs (21 CFR 
5.1), Part 522 is amended by adding a 
new § 522.264 to read as follows:
§ 522.264 Butamisole hydrochloride.

(a) Specifications. The drug contains 
11 milligrams of butamisole per millili
ter in a solution consisting of 70 per
cent propylene glycol, 4 percent benzyl 
alcohol and distilled water.

(b) Sponsor. See No. 010042 in 
§ 510.600(c) of this chapter.

(c) Conditions of use. (1) The drug is 
administered by subcutaneous injec
tion to dogs for the treatment of infec
tions with whipworms (Trichuris 
vulpis), and the hookworm (Ancylos- 
toma caninum).

(2) The drug is administered subcu
taneously at the rate of 0.1 milliliter 
per pound of body weight. In problem 
cases, retreatment for whipworms may 
be necessary in approximately 3 
months. For hookworms, a second in
jection should be given 21 days after 
the initial treatment.

(3) Federal law restricts this drug to 
use by or on the order of a licensed 
veterinarian.

Effective date. April 14,1978.
(Sec. 512(i), 82 Stat. 347 (21 U.S.C. 360b(i)))

Dated: April 7,1978.
C. D. Van Houweling, 

Director, Bureau of 
Veterinary Medicine.

[FR Doc. 78-9937 Filed 4-13-78; 8:45 am]
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